Food Drng-Cosmetic Law | 


\ 


The editorial policy of this JOURNAL is 
to record the progress of the law in the 
field of food, drugs and cosmetics, and to 
provide a constructive discussion of it, 
according to the highest professional 
standards. The loop DruGc Cosmetic Law 
JouRNAL is the only forum for current dis- 


cussion of such law and it renders an im 


portant public service, for it is an invaluable 


means (1) to create a better knowledge and 
understanding of food, drug and cosmetic 
law, (2) to promote its due operation and 
development and thus (3) to effectuate its 
great remedial purposes. In short: While 
this law receives normal legal, administrative 
and judicial consideration, there remains 
a basic need for its appropriate study as 
a fundamental law of the land; the JouRNAL 


is designed to satisfy that need. 


The Foop Druc Cosmetic LAw Jour 
NAL is published monthly by Commerce 
Clearing House, Inc. Subscription 
price: $10 per year, including a hand- 
some binder to hold one year’s issues 
Single copies are $1 each. Editorial 
and business offices, 214 N Michi- 
gan Ave., Chicago 1, Ill. Printed in 
United States of America 


April, 1954 
Volume 9 @ Number 4 


Entered as second-class matter De- 
-ember 30, 1948, at the Post Office 
at Chicago, Illinois, under the Act 


of March 3, 1879 





Foop Druc COsMETIC LAW 
JOURNAL 


Table of Contents ....... April, 1954 


Reports to the Reader Page 
About the Authors ...In the Food and Drug 
OND en ee 


Recent Administrative Developments in the Field of 
Food Piast: @, | aeeene ane L. M. Beacham 


Report on 1953 Progress in Product-Liability Law 
Bradshaw Mintener 


The Nature of the American Medical Association Fight 
Against Quackery in Medicine . Oliver Field 


Amendment of Export Law in the Federal Food, Drug, 
and Cosmetic Act from the Standpoint of the Drug 
ET th one ee. en ea David Rasch 


The Proposed Imitation-Food Amendment to the Food, 
Drug, and Cosmetic Act—From the Standpoint of 
the Dairy Industry . . . . Harry Polikoff 


Legal Differences Between Foods or Drugs and Cos- 
metics ‘ , ‘ ' ; ; ‘ R Hugo Mock 


VOLUME 9 NUMBER 4 


Copyright 1954 by Commerce Clearing House, Inc All Rights Reserved 











FOOD DRUG COSMETIC LAW JOURNAL 


Editorial Advisory Board 


CHarRLes Westey DuNN of New York, New York, Chairman. President of The 
Food Law Institute; Chairman, Division of Food, Drug and Cosmetic 
Law in Section of Corporation, Banking and Business Law, American 
Bar Association; Chairman, Section on Food, Drug and Cosmetic Law, 
New York State Bar Association; General Counsel for Grocery Manu- 

facturers of America, American Pharmaceutical Manufacturers’ Asso- 

ciation, and World Medical Association—United States Committee 


WiLL1AM W. Goopricu of Washington, D. C., Assistant General Counsel, United 
States Department of Health, Education, and Welfare 


Ropert E. Curran of Ottawa, Canada, Legal Adviser, Canadian Department of 
National Health and Welfare 


Cuaries A. ApAMs of London, England, formerly Director, Food Standards and 
Labelling Division, United Kingdom Ministry of Food 


H. Tuomas AusterNn of Washington, D. C., General Counsel for National Can 
ners Association 


Frep BARTENSTEIN of Rahway, New Jersey, Counsel for Merck & Company, Inc 
James M. Best of Chicago, Illinois, General Counsel for Quaker Oats Company 


Wittram E. Farrsanxs of New York, New York, General Counsel for Thomas 
J. Lipton, Inc. 


Georce Faunce, Jr., of New York, New York, General Counsel for Continental 
Baking Company 


James G. FLANAGAN of New York, New York, General Counsel for S. B. Penick 
& Company; Counsel for Drug, Chemical and Allied Trades Section, 
New York Board of ‘Trade 


A. M. Gitpert of New York, New York, Counsel for Best Foods, Inc 


Ropert S. Gorpon of New York, New York, General Counsel for National Dairy 
Products Corporation 


Harotp Harper of New York, New York, General Counsel for National Whole- 


sale Druggists’ Association 





Evwin L. Harping of Battle Creek, Michigan, General Counsel for Kellogg 
Company 


James F. Hoce of New York, New York, General Counsel for Proprietary Asso- 
ciation of America; Counsel for American Foundation for Pharmaceutical 


Education 


RicHArp E. Keresey, Chief Counsel, E. R. Squibb & Sons, Division of Mathieson 
Chemical Corporation 


Vincent A. KLEINFELD of Washington, D. C., formerly Food and Drug Law 
Attorney of United States Department of Justice 


Georce Link, Jr., of New York, New York, General Counsel for Gelatine Research 
Society of America 


Micuaet F. Market of Washington, D. C., General Counsel for Corn Industries 
Research Foundation 


SaMuEL A. McCain of New York, New York, General Counsel for Corn Products 
Refining Company 


BraDSHAW MINTENER of Minneapolis, Minnesota, General Counsel for Pillsbury 
Mills, Inc 


Huco Mock of New York, New York, General Counsel for Toilet Goods Asso 


ciation 
WituraM N. Srrack of Chicago, Illinois, General Counsel for Swift & Company 


WaLton M. WHEELER, JR., of Indianapolis, Indiana, General Counsel for 
& Company 


Epwarp Brown WILLIAMS of Washington, D. C., formerly Principal Atto 
United States Food and Drug Administration 


Jutrus G. ZIMMERMAN of New York, New York, Attor 
Export Corporation 


He Eprrortat Apvisory Boarp advises on policies, subjects and authors 


It assumes no responsibility otherwise. Its members render this public 


service without compensation, in order that the Foop Druc Cosmetic Law 


JOURNAL may comply with the highest professional standards 





About the Authors 


L. M. Beacham, Chief of the Fruit 
and Vegetable Products Branch, Divi- 
sion of Food, has been with the Food 
and Drug Administration for 20 years. 
He is a graduate of the University of 
South Carolina, and did further work 
at Rutgers University. 


The balance of this April Foop Druc 
Cosmetic LAW JOURNAL is devoted to 
discussions of current problems under 
the Federal Food, Drug, and Cosmetic 
Act in papers delivered before the ainth 
annual meeting of the Section on Food, 
Drug and Cosmetic Law of the New York 
State Bar Association on January 27. 
Contributors include Bradshaw Mintener, 
Oliver Field, David Rasch, Harry Poli- 
koff and Hugo Mock. 


Mr. Mintener, who has been 
ciated with Pillsbury Mills, Inc. since 
1933, is presently its vice president and 
general counsel. He is a member of 
the JouRNAL’s editorial advisory board. 


asso- 


Mr. Field has been employed by the 
American Medical Association as direc- 
tor of its bureau of investigation since 
January, 1948. Prior to that time he 
was with the FDA as an inspector and 
as assistant to the Chief of Denver Sta- 
tion. He was graduated from the law 
school of the University of Notre Dame 
in 1931, and is a member of the Illinois 
bar. 


Mr. Rasch is a member of the New 
York bar, and heads the legal depart- 
ment of Sterling Drug, Inc. He is secre- 
tary of Winthrop Stearns, Inc. and of 
George A. Breon & Company. 

Mr. Polikoff, who holds science and 
law degrees from the University of Penn- 
sylvania, during the thirties served as 
special attorney for the Federal Trade 
Commission, as deputy attorney general 
of Pennsylvania assigned to food prob- 
lems in the departments of health and 
agriculture, and as chief counsel of the 
Pennsylvania Milk Control Commission. 


After serving as counsel to the Joint 
Agriculture Committee of the Connecti- 
cut legislature in 1941, he entered private 
practice in New York City. He is 
particularly active in matters of federal 
and state regulation of the dairy in- 
dustry, representing substantial dairy 
interests. 


Mr. Mock is a member of the JourRNAL’s 
editorial advisory board, and has been 
a contributor since its inception in 1946. 
He is a partner in the New York City 
law firm of Mock and Blum. 


In the Food and Drug 


Administration 


Monthly Report Issued March 25, 
1954.—Forty-five shipments of 
and nine of drugs were seized in Febru- 
ary on charges that they violated the 
Federal Food, Drug, and Cosmetic Act, 
according to a report released by the 
Food and Drug Administration, United 
States Department of Health, Educa- 
tion, and Welfare. 


foods 


One of the seizures involved 146,720 
pounds of green coffee beans contami- 
nated with a lead compound. Of the 
406,006 pounds of filthy and decomposed 
food seized, 75 per cent became contami- 
nated or decomposed after interstate ship- 
ment. Prominent in the latter class were 
4,414 gallons of distilled liquors and 
wines that had been stocked in two 
taverns that were inundated by the pol- 
luted Kansas City flood waters in 1951. 
The owner had the damaged merchan- 
dise hosed off and removed for storage 
at his residence. This type of salvage, 
according to the FDA, does not remove 
contamination under the bottle closures. 


Four of the drugs seized were alleged 
to be labeled with false and misleading 
claims, and two others did not bear ade- 
quate directions for use. Three seizures 
faulty composition of 


were based on 


drug items. 
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Recent Administrative Developments 


in the Field of Food 


By L. M. BEACHAM 


This Paper, Outlining Present Food and Drug Administration Position 
on Certain Products of General Interest, Emphasizes the Frequent Re- 
examination and, Sometimes, Amendment of Such Administration Position 


if HAS BEEN almost two years since I last wrote on this subject. 
Day-by-day development of events in such an interval inevitably 


makes it necessary for the Food and Drug Administration to re-exam- 
ine its position and its policies on many occasions, and sometimes to 
amend them in the light of new knowledge becoming available, or to 
set about acquiring supplementary information for more comprehen- 
sive appraisal. Some of these administrative actions, of which I will 
mention a few, may be of interest to the general public. One of the 
more exceptional of these involved the change in our position respect- 
ing coumarin. 

Coumarin occurs naturally in the Tonka bean and in certain other 
plants. It was isolated and identified as long ago as 1813. Later it 
was synthesized artificially by a chemical reaction first discovered by 
W. H. Perkins in 1868. Incidentally, Perkins was the chemist who 
also made the first artificial coal-tar color, Coumarin, whether natural 
or artificial, has great flavoring strength. In both natural and arti- 
ficial form it has been used for at least 75 years, either directly as a 


flavoring ingredient of food, or as one of the flavoring components of 
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imitation vanilla extract. In recent years the annual production has 
reached a volume of about 600,000 pounds, of which approximately 
one half found its way into food, the remainder going into tobacco 
products, perfumes and industrial uses. In view of its long and sup- 
posedly honorable reputation for food use, antedating even the Food 


and Drugs Act of 1906, no concern had been felt that coumarin might 


not be a proper article of food. This continued to be its status until 


the spring of 1953. At that time one of the large food manufacturing 
concerns developed a new flavoring formula intended for use in cakes 


and cookies. 


Withdrawal of Coumarin from Food Use 


Before using the formula they very wisely submitted samples of 
it to a commercial laboratory for routine toxicological studies. The 
laboratory was somewhat surprised to find that the formula was toxic 
and capable of producing liver damage in experimertal animals. Fur 
ther study suggested that the toxicity was associated with the 
coumarin, which was present to the extent of about 20 per cent. A 
more complete investigation revealed that the toxic effects were indeed 
due to the coumarin itself, and not to any impurity in it. When this 
information was conveyed to the four companies who produce cou 
marin in this country, they promptly brought the results of these 
laboratory studies to the attention of the Administration, and announced 
their decision immediately to cease manufacture and distribution of 
coumarin for food use. We endorsed this action, feeling that it was the 


wise and conservative thing to do, even though in the laboratory stud 
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ies concentrations had been employed considerably above those to 
be found in finished food. 


It should be emphasized that, so far as we know, there has been 
no instance of injury caused by coumarin to any human being; but the 
terms of the law, as well as common prudence, dictate that a product 
known to produce severe injury in animals has no place in foods. 
Concurrent with the announcement by the manufacturers of their 
intention to stop the distribution of coumarin for food use, we advised 
the trade of these developments and of our conclusions that coumarin 
could no longer be considered a suitable ingredient in foods or in 
flavoring extracts. The trade responced handsomely, and the intro- 
duction of coumarin into food channels stopped almost immediately. 


Prior to this, coumarin had been recognized as an optional ingredi- 
ent by the standard of identity for chocolate products. Immediate 
steps were taken to hold a hearing on a proposal to amend these 
standards by removing coumarin from the list of optional ingredients. 
Such a hearing was held, and the final order setting forth the action 
of the Secretary of Health, Education, and Welfare in the matter is 


expected soon. 


Possible Toxicity of Coal-Tar Colors Investigated 


A somewhat similar development has taken place in connection 
with certain coal-tar colors certified for food use. It began with 
reports about three years ago of children having been made ill by 
certain Halloween candies. We investigated these reports and con- 
cluded that the illnesses were probably caused either by the flavoring 
or the coloring ingredients of the candies. The coloring ingredients, 
incidentally, were present in unusually high concentration. Tests 
made with the flavoring materials gave negative results. But when 
similar tests, including tests using human volunteers, were made with 
the coloring materials, symptoms developed which were identical with 
those reported in the children. The color involved was FDC Orange 1 
from a certified batch. The next step was to undertake a comprehen 
sive pharmacological investigation of this coal-tar color. The results 
confirmed first indications and, as FDC Orange 1 had hitherto been 
supposed to be completely harmless, we were led to extend the inves 
tigation to other, presumably harmless, food colors. To date we have 
developed data which indicate that two other colors on the certified 
list, FDC Orange 2 and FDC Red 32, may not be entirely harmless. 
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A hearing has recently been held on proposals to eliminate these three 
from the list of certified food colors. Investigation into the possible 
toxicity of other currently certifiable food colors is continuing. 


Frozen Vegetable Labels to List Salt Content 

Until a very few years ago the presence of salt in food was 
regarded as significant only with respect to its seasoning properties. 
Recent discoveries in the field of medicine, however, have disclosed 
that the concentration of salt, or more properly the sodium ion, has 
great significance in the dietary of persons suffering from certain 
diseases. For example, a low sodium intake is often recommended by 
physicians in the treatment of high blood pressure. Patients following 
their instructions naturally need to be informed of the presence of 
even small amounts of salt in the foods they purchase. Most canned 
vegetables are packed with added salt for seasoning, but the frozen 
vegetables, packed without any added packing medium, usually have 
no salt added for seasoning. Many persons who need to restrict their 
sodium intake rely heavily upon frozen vegetables as a source of low- 
sodium food. 

It is not generally known that in processing certain vegetables— 
notably, peas and lima beans—they are run through a device known 
as a brine separator to separate out different quality grades. This 
grading operation depends upon the principle that the more mature 
peas and lima beans, having a greater specific gravity than those less 
mature, will sink in a salt solution of a given concentration, leaving 
the lighter, immature peas or beans floating on the top. Although the 
vegetables are generally washed quite thoroughly after passing 
through the brine separator, analyses have shown that the salt content 
of the finished processed vegetable is usually increased by this opera- 
tion. In order to insure informative labeling for persons on low-sodium 
diets, the Food and Drug Administration published the following 
statement of general policy in the Federal Register of November 14, 
1953: 

3.31 Label declaration of salt in frozen vegetables. (a) In a number of 
diseases or disease conditions it is important to restrict the intake of sodium. 
Sodium occurs in all natural foods, but added salt makes the most important 
contribution to the total sodium intake in the diet. Most fresh vegetables are of 
low sodium content and consumers generally regard frozen vegetables as being 
free of added salt and suitable for use in low-sodium diets. While salt may not 
be added directly as a seasoning ingredient during the processing of frozen 
vegetables, the use of salt brine in quality separation of such vegetables as peas and 
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lima beans preparatory to freezing may contribute substantial amounts of salt to 
the finished article. The failure of the labels of frozen vegetables to declare the 
presence of salt has been the basis of complaints to the Food and Drug Adminis- 
tration. 

(b) Section 403 (i) (2) of the Federal Food, Drug, and Cosmetic Act 
requires the label of a fabricated food to bear the common or usual name of each 
ingredient present. The Department of Health, Education, and Welfare regards 
any frozen vegetable containing salt, added directly or indirectly, as misbranded 
in violation of section 403 (i) (2) of the Federal Food, Drug, and Cosmetic Act 


unless its label names salt as an ingredient. 


In the same issue of the Federal Register was published a notice of 
special dietary foods by adding the following new requirement : 

If a food purports to be or is represented for special dietary use by man by 
reason of its use as a means of regulating the intake of sodium for the purposes 


of dietary management with respect to disease, the label shall bear a statement 
of the number of milligrams of sodium in 100 grams of such food. 


The hearing on this proposed amendment was held in December, 


but the final order has not yet issued. 


Status of Fluorides Under FDA 


As almost everyone is now aware, evidence was discovered a few 
years ago that the presence of a very small concentration of fluorides 
in drinking water may be beneficial in preventing tooth decay. After 
a study of the available evidence had convinced them that this was 
the case, the Public Health Service recommended a program of adding 
a controlled concentration of fluorides to public drinking water sup- 


plies. A number of cities and municipalities in areas where the natural 
water is deficient in fluorine have adopted this program. This led to a 


number of inquiries on the part of food processors and others as to 


what would be the status of processed foods coming within the juris- 
diction of the Act, if such foods were prepared from public water 
supplies containing added fluorine. In order that our position in the 
matter should be properly publicized, the following statement of 
general policy was published in the Federal Register of July 23, 1952: 


§ 3.27 Status of fluoridated water and food prepared with fluoridated water 
under the Federal Food, Drug, and Cosmetic Act. (a) The program for fluoridation 
of public water supplies recommended by the Federal Security Agency, through 
the Public Heaith Service, contemplates the controlled addition of fluorine at a 
level optimum for the prevention of dental caries. 

(b) Public water supplies do not ordinarily come under the provisions of 
the Federal Food, Drug, and Cosmetic Act. Nevertheless, a substantial number 
of inquires have been received concerning the status of such water under the 
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provisions of the Act and the status, in interstate commerce, of commercially 
prepared foods in which fluoridated water has been used. 

(c) The Federal Security Agency will regard water supplies containing 
fluorine, within the limitations recommended by the Public Health Service, as 
not actionable under the Federal Food, Drug, and Cosmetic Act. Similarly, 
commercially prepared foods within the jurisdiction of the Act, in which a 
fluoridated water supply has been used in the processing operation, will not be 
regarded as actionable under the Federal law because of the fluorine content of 
the water so used, unless the process involves a significant concentration of 
fluorine from the water. In the latter instance the facts with respect to the 
particular case will be controlling. 


Antibiotics in Food 


\ somewhat similar situation arose, a short time later, upon the 
publication in several technical journals of the details and the results 
of experimental work in which various antibiotics were mixed directly 
with food in order to modify or eliminate the usual processes of food 
preservation. The results reported so far indicate that the experiments 
have been successful to a very limited degree. Moreover, there are 
strong indications that the consumption of foods containing added 
antibiotics might be attended with certain potential hazards. In order 
that we might make our opinion fully known to all concerned, we 
stated our position in the public announcement given below. It 
appeared in the Federal Register of February 25, 1953: 

§ 3.29 Direct or mdirect addition of antibiotic drugs to foods for human con 
sumption (a) The Food and Drug Administration has received inquiries con 
cerning the use of antibiotic drugs as food preservatives. Careful consideration 
has been given to this question and the conclusion has been reached that such 
use constitutes a public-health hazard. Consumption of food so treated may 


cause sensitization of the consumer to such antibiotics and may result in the 
emergence of strains of pathogenic microorganisms resistant to these drugs 


(b) The presence of antibiotic drugs in foods intended for human consump 


tion, or the direct or indirect addition of such drugs to such foods, may be 


deemed an adulteration within the meaning of section 402 of the Federal Food, 


Drug, and Cosmetic Act (Sec. 402, 52 Stat. 1046; 21 U. S. C. 342) 


Pacific Oyster Standards Amended 


\ change in trade practice has made desirable an amendment to 
the standard of identity for Pacific oysters. When the original stand 


ard for Pacific oysters was established in 1945, a large proportion of 


the pack went to the armed services. Bidders for such deliveries were 


required to indicate the size of the raw Pacific oysters by count either 
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per pound or per pint. A standard of identity established at that time 
provided for six size classifications ranging from five to eight oysters 
per pint for the largest size, up to 18 or more for the smallest size. The 
number per pint became an integral part of the name of the product- 

for example, “Pacific oysters Size 10 to 12 per pint.” In the interim 
since 1945, sales to the armed services have fallen off and a larger 
proportion of the pack now goes to the civilian trade, where the pre 
dominant unit of sale is a 12-fluid-ounce jar rather than the pint or 
any of its multiples. Labeling 12-fluid-ounce jars of oysters with an 
indication of the count per pint, as required by the standard, has 
proved to be confusing and misleading to the consumers. The industry 
petitioned that the standard be amended to eliminate the count-per 
pint requirement and to provide definitions for descriptive size desig 
nations. At the same time it was pointed out that it is no longer 
customary to grade oysters into the six size classifications provided 
for in the original standard, but that perhaps three or four size classi- 
fications would more nearly reflect present-day trade practices. A 
hearing was held in October, 1953, and an order has issued amending 
the standard to provide for “large,” “medium,” “small” and “extra 
small” Pacific oysters. These descriptive designations are defined by 
the amended standard in terms of the number of oysters per gallon 

for example, a gallon contains not more than 64 “large” oysters. 
Permissible variation in the sizes of oysters within any classification 
is limited by the requirement that the largest oyster in the container 


weigh not more than twice as much as the smallest oyster therein. 


Cooperation with Allied Agencies 


The Food and Drug Administration is not, of course, the only 
governmental agency interested in foods. One of its sister agencies 
which also operates extensively in the same field is the Agricultural 
Marketing Service (formerly the Production and Marketing Adminis 
trationy of the Department of Agriculture. Among other functions, 
the Agricultural Marketing Service establishes grade standards for 
fresh, processed and dry food commodities, and maintains an inspec- 
tion service for examining and grading samples submitted on a volun 


tary basis. It also provides a continuous inspection service for food 


processors W ho wish it, whereby an inspector is present whenever the 


plant is in operation and whereby certificates of inspection may be 


issued on the output of the plant. The cost of this service is borne by 
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the food processor. Since we and the Agricultural Marketing Service 
operate so closely together in the same field, it seemed that efficiency 
in administration could be fostered, and the maximum benefit derived 
from both of these governmental activities, if a few “ground rules” 
were established. The following memorandum sets forth the points 
agreed upon by the Food and Drug Administration and the then-Pro- 
duction and Marketing Administration. The memorandum was signed 
on May 29, 1953, and was subsequently published in the Federal Reg- 
ister. 


The Food and Drug Administration of the Department of Health, Education 
and Welfare is charged with the enforcement of the Federal Food, Drug, and 
Cosmetic Act. The Food and Drug Administration inspects the processing and 
distribution of foods and examines samples thereof for the purpose of determining 
their status under that statute. The Federal Food, Drug, and Cosmetic Act also 
provides for the promulgation by the Secretary cf mandatory standards of 
identity, quality and fill of container for food products after appropriate hearings. 


The Production and Marketing Administration of the U. S. Department of 
Agriculture performs a service function by (1) the development of commercial 
grade standards for foods and (2) by furnishing inspection and grading services, 
and issuing certificates of grade or condition to producers, processors, shippers, 
receivers, or other interested parties. Its major purpose is to assist producers in 
preparing better quality of products and to provide objective information by 
means of official certification concerning the grade, quality, or condition of a 
product which will be of maximum assistance to all interested parties engaged 
in the marketing functions. 

The two agencies have certain common or related objectives in carrying 
out their respective regulatory and service activities. Therefore, it is believed 
desirable from the standpoint of public interest to set forth in this memorandum 
of understanding the working arrangements which are being followed or adopted 
in the interest of each agency discharging as effectively as possible its responsi- 
bilities related to the inspection and standardization activities for food products. 


The Production and Marketing Administration will: 


(1) Supply the Food and Drug Administration, Washington, D. C., with a 
complete list of all food processing and packing plants which are operating under 
PMA continuous or pack-grading inspection or grading contracts. This list will 
set forth the type of service provided and the food products involved. PMA will 
periodically advise the Food and Drug Administration of any changes in the list. 


(2) Investigate any written report from FDA to the effect that a processor 
packer has not corrected objectionable conditions found to exist by FDA, and 
will take such action as is appropriate and necessary in accordance with PMA 
regulations and contracts. 


(3) Decline to inspect or grade samples of products which have been seized 
by FDA, or which are known to be involved in formal FDA actions. This does 
not preclude reinspection of legally authorized samples by PMA if the FDA 
seizures or other actions involve products which had previously been inspected 
or graded by PMA. 
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(4) Assign a grade or government legend only to a product which has been 
inspected for wholesomeness for those factors to which the product is normally 
susceptible except, whenever the product has not been inspected for these fac- 
tors, the certificate shall state the specified factors to which the inspection or 
grading was limited. 

(5) Furnish FDA, Washington, D. C., on request, with any pertinent infor- 
mation concerning the grade or quality determination relative to specific lots of 
products inspected or graded by PMA that have been proceeded against or are 
being considered for action by FDA. 


(6) Report on the inspection certificate any pertinent codes or other marks 
that will serve to identify the specific goods which are inspected or graded. 

(7) Inform FDA, Washington, D. C., whenever it has information that an 
employee or USDA licensed inspector is to be or has been subpoenaed as a 
witness at judicial proceedings involving FDA action and advise FDA of the 
nature of his proposed testimony. 

The Food and Drug Administration will: 


(1) Invite the PMA inspector stationed at a plant wh:ch is operating under 
PMA inspection to accompany the FDA inspector during his inspection of such 
plant. The FDA inspector wil’ point ut or discuss with the PMA inspector 
any conditions noted which may resul: in violations of the Food, Drug and 
Cosmetic Act. 

(2) Request PMA, Washington, D. C., for any pertinent information con- 
cerning the grade or quality determinations relative to specific lots of products 
that have been proceeded against or are being considered for action by FDA, 
and are believed to have been inspected by PMA. FDA will take into consider- 
ation the PMA inspection certificates and other available data in determining 
what action, if any, should be taken. 

(3) Advise PMA, Washington, D. C., immediately of all seizures by FDA 
of food products so that the processing or packing plants and the products in- 
volved can be made known to PMA inspectors. 

(4) Notify PMA, Washington, D. C., in writing immediately concerning the 
details of serious objectionable conditions whenever such conditions are found 
to exist in processing or packing plants where PMA is currently conducting 
inspection of products, or in other food plants when FDA believes such infor- 
mation would be of value to PMA in its inspection and grading activities. 

(5) Whenever possible mark the claimant’s samples of seized products in 
such a manner that PMA inspectors or graders will recognize such post seizure 
samples. 

(6) Discuss with PMA, Washington, D. C., the criteria used by FDA in 
order to provide the maximum assurance that PMA does not classify a food as 
acceptable which FDA would consider actionable under the Food Drug and 
Cosmetic Act. 

(7) On request of PMA will review labels, legends, stamps and other official 
marks for products packed under the various inspection services of PMA from 
the standpoint of possible conflict with the misbranding provisions of the Food, 
Drug, and Cosmetic Act. 


It is mutually agreed that: 


(1) Field offices of both agencies will maintain close working relations with 
each other. 
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(2) Proposed regulations by either agency establishing any type of standard 
will be referred to the other Agency for review and comments prior to issuance, 
except amendments to PMA grade standards which do not modify any of the 
minimum quality factors contained in standards previously referred to FDA for 
its review and recommendation. 

(3) Both agencies will work with industry towards greater efficiency in 
connection with improvement in coding methods. 

(4) Both agencies will cooperate in the handling of those cases of misbrand- 
ing which also come under the provisions of the Perishable Agricultural Com 
modities Act of 1930, as amended 
modifies previously existing agreements 


(5) Nothing in this agreement 
deemed 


setting forth procedures concerning plugged cars of wheat or wheat 


unfit for mixing. 


(6) The provisions of this memorandum may be modified at any time by 


mutual agreement. 


Consumer Education 


\nother much more modest undertaking on our part has proved 
surpr'singly successful. We have long felt that many consumers may 
not have been obtaining the full benefit of the detailed labelling infor 
mation that the law requires. The purpose in requiring this informa 
tion is, of course, to permit the consumer to get his money’s worth, 
as well as to be able to make a more informed choice in his purchases. 
However, we have abundant evidence that many persons do not, or 
will not, read labels carefully. It is a practice most of us are probably 


guilty of at one time or another, and I myself was recently confounded 


to find I had brought home from the grocery a can of tomatoes when 
what I had intended to buy was tomato juice! Be that as it may, it 
strikes us as futile to have obtained from industry overwhelming 
compliance with the labelling provisions of the Act, if people for whom 
the required information is intended do not read it. 

We conceived the idea that a little persuasion might be in order. 
With that in mind, we designed a booklet that briefly described what 
information labels must bear, and what good that information is to 
the consumer. The booklet deals with cosmetics, drugs and devices, 
as well as foods. It seems worth mentioning, at this point, for we 
believe that the booklet has been of material benefit to many con- 
sumers, in assisting them to appraise and evaluate information appear- 
ing on labels. The booklet caught on right away and, for many months 
now, without advertising of any kind other than by word ‘of mouth, 
the Superintendent of Documents has been selling about 3,000 copies 
per month at 15 cents per copy. That can’t compare with the sales 
of Dr. Kinsey’s latest effort, but it is not a bad record. [The End] 





BRADSHAW MINTENER REPORTS ON 


1953 Progress 
in Product-Liability Law 


More Cases Reported in 1953 Than in 1952 Involving Res Ipsa 
Loquitur and Implied Warranty Emphasize a Trend Noted in 
This Address Before the Food, Drug and Cosmetic Law Section, 
New York State Bar Association, on January 27, 1954 


ty AGAIN, WE CONCLUDE another program of great inter 
est and value, arranged by our distinguished chairman, Mr. 
Charles Wesley Dunn. for our Food, Drug and Cosmetic Law Sec 
tion of the New York State Bar Association. I am sure that all law 
vers are very grateful and appreciative, as | am, to Mr. Dunn for 
making this splendid program available to us. 

During the past year, 1953, the following observations in the field 


of product-liability law are noted: 


Trends 


The increase in the number of reported cases was continued in 1953 

There were nearly twice as many reported cases involving con 
taminated bottled beverages as in 1952, fewer foreign-substance and 
contaminated-food cases, fewer bottle-explosion cases, and fewer mis 
cellaneous cases. A new trend in the miscellaneous cases was observed 
in the increased number of reported cases involving detergents 

There were more cases reported in 1953 than in 1952 involving 
the doctrines of res ipsa loquitur and implied warranty—further con 


firming and emphasizing the trend of recent years toward the imposi 


tion by the courts of stricter liability on the part of food, drug and 


cosmetic manufacturers. 


Published Articles and Annotations 


“Res Ipsa Loquitur in the District of Columbia,” by Richard L 
Braun, 20 Journal of the Bar Association of the District of Columbia 
157-165 (April, 1953), 218-225 (May, 1953). 
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“Product Liability of a Manufacturer in Tennessee,” by Dix W. 
Noll, Professor of Law, University of Tennessee, 22 Tennessee Law 
Review 989-1010 (June, 1953). 

“Labyrinthine Ways: The Handling of Food, Drug, Device and 
Cosmetic Cases by the Federal Trade Commission Since 1938,” by 
David H. Vernon of the Massachusetts Bar (Food Institute Fellow 
1952-1953), 8 Foop Druc Cosmetic Law JourNAL 367-393 (June, 1953). 

“Error as to Instructions on Burden of Proof Under Doctrine of 
Res Ipsa Loquitur as Prejudicial,’ 29 A. L. R. (2d) 1390. 

“Effect of the Food, Drug, and Cosmetic Act on Private Litiga 
tion,” by William P. Woods, 8 Foop Druc Cosmetic Law JouRNAL 
511-526 (August, 1953). 

“Cosmetics and the Allergic Consumer—A Medicolegal Synthesis,” 
by Elwyn L. Cady, Jr., 8 Foop Druc Cosmetic Law Journat 701-705 
(November, 1953). 


“Sellers’ or Manufacturers’ Liability for Injuries as Affected by 


Buyer’s or User’s Allergy or Unusual Susceptibility to Injury from 
Article,” 26 A. L. R. (2d) 963. This is a comprehensive analysis and 
annotation of cases dealing with food, drugs, cosmetics and other articles. 


General Legislation 
(1) The so-called Hale bill, to amend the standard-hearing pro- 
cedure under the Federal Food, Drug, and Cosmetic Act. Mr. M. F. 
Markel of Washington, D. C., a member of this section, has made a 
most significant contribution by drafting and steering this important 
bill to its present status in the Congress. Prospects for its enactment 
into law appear to be exceedingly bright. 
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(2) Bills involving pesticides and chemical additives to food are 
being prepared and should be followed with interest. In all probabil- 
ity, in these areas there will be several bills introduced and sponsored 


by various segments of the indicated industries. 
(3) The O’Hara bill, amending the imitation-food taw, as a result 
of a 1951 United States Supreme Court Decision. 


Food Law Institute 

The Food Law Institute continues to expand and to provide a 
most useful and important part of our total legal educational program. 
Harvard Law School has recently decided to inaugurate three courses 
on food law. I am sure that all lawyers will recognize and appreciate 
the significance of this event. 

I wish to call to your special attention the unusually fine course 
on product-liability law offered at New York University Law School 
as part of our Food Law Institute program, taught by Mr. William J. 
Condon of the New York bar and a member of this section. All law- 
yers in this area interested in this field of the law would do well to 
look into Mr. Condon’s excellent course. I have had the honor and 
privilege of speaking to Mr. Condon’s class for the last several years, 
and each occasion has been a stimulating and most worth-while 
experience. 

The following is a list of the cases reported since last year's 
meeting : 

Foreign-Substance Beverage Cases 

Lajoie v. Bilodeau, et al., CCH Foop Druc Cosmetic LAw Reports 
{ 22,307, 93 Atl. (2d) 719 (Me.). 

Florida Coca-Cola Bottling Company v. Jordan, CCH Foop Druc 
Cosmetic Law Reports { 22,308, 62 So. (2d) 910 (Fla.). 

Oklahoma Coca-Cola Bottling Company v. Dillard, CCH Foop Drue 
Cosmetic Law Reports { 22,309, decided January 10, 1953 (Okla.). 

Coca-Cola Bottling Company of Fort Worth v. McAlister, CCH Foon 
DruGc Cosmetic Law Reports § 22,312, 256'S. W. (2d) 654 (Tex.). 

Hope Coca-Cola Bottling Company v. Jones, CCH Foop Druc Cos 
metic Law Reports § 22,316, 257 S. W. (2d) 272 (Ark.). 

Ashland Coca Cola Bottling Company v. Byrne, CCH Foon Drvuc 
Cosmetic Law Reports § 22,317, 258 S. W. (2d) 475 (Ky.). 

Paducah Coca-Cola Bottling Company v. Reynolds, CCH Foon Dru 
Cosmetic Law Reports § 22,318, 258 S. W. (2d) 474 (Ky.) 
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Caskie v. Coca-Cola Bottling Company, CCH Foop Druc CosMeti¢ 
Law Reports { 22,319, decided May 25, 1953 (Pa.). 

Whited v. Atlanta Coca-Cola Bottling Company, CCH Foon Druc 
Cosmetic Law Reports § 22,323, 76 S. E. (2d) 408, 88 Ga. App. 
241 (Ga.). 

Lundquist v. Coca Cola Bottling, Inc., CCH Foop Druc Cosmerti« 
Law Reports § 22,328, decided March 18, 1953 (Wash.). 

Tedder v. Coca-Cola Bottling Company of Darlington, CCH Foop 
DruG Cosmetic Law Reports § 22,352, 77 S. E. (2d) 393 (S. C.). 

Montz v. Louisiana Coca-Cola Bottling Company, Ltd., CCH Foon 
DruG Cosmetic Law Reports § 22,333, 64 So. (2d) 805 (La.). 

Florence Coca Cola Bottling Company v. Sullivan, CCH Foop DruG 
Cosmetic Law Reports § 22,330, 65 So. (2d) 169 (Ala.). 


Foreign-Substance and Contaminated Food Cases 
Duncan v. Juman, CCH Foon Druc Cosmeric Law Reports 
{ 22,313, 25 N. J. Super. 330, 96 Atl. (2d) 415 (N. J.). 
Miller v. Meadville Food Service, Inc., CCH Foop Druc Cosmeti« 
Law Reports § 22,331, 173 Pa. Super. 352 (Pa.), 98 Atl. (2d) 452. 


Seaton Ranch Company v. Montana Vegetable Oil and Feed Com- 
pany, CCH Foon Druc Cosmetic Law Reports { 85,119, 252 Pac. (2d) 
1040 (Mont.). 


Hoskins v. Jackson Grain Company, 63 So. (2d) 514 (Fla.). 
Vogel v. Thrifty Drug Company, 259 Pac. (2d) 450 (Calif.). 
Williams v. General Baking Company, 98 Atl. (2d) 779 (Del.). 
Payton v. Lee, 77 S. E. (2d) 77 (Ga.). 

Shaw v. Swift and Company, 114 N. E. (2d) 330 (Ill.). 


Bottled-Beverage-Explosion Cases 
Johnson v. Louisiana Coca-Cola Bottling Company, CCH Foop Druc 
Cosmetic Law Reports § 22,310, 63 So. (2d) 459 (La.). 
Sanders v. Glenshaw Glass Company, CCH Foop Druc Cosmetic 
Law Reports {| 22,320, decided May 13, 1953 (CA-3). 
Keenan v. Goebel Brewing Company, CCH Foon Druc Cosmetic 
Law: Reports § 22,325, decided June 8, 1953 (Mich.). 
Nichols v. Nold, CCH Foop Druc Cosmetic Law Reports {| 22,326, 
174 Kan. 613, 258 Pac. (2d) 317 (Kan.). 





PRODUCT-LIABILITY LAW PAGE 211 


Loch v. Confair, CCH Foop Druc Cosmetic Law Reports § 22,329, 
372 Pa. 212, 93 Atl. (2d) 451 (Pa.). 

Smith v. Coca Cola Bottling Company, 97 N. H. 522, 92 Atl. (2d) 
658 (N. H.). 


Defective Carton 


Cunningham v. Parkersburg Coca-Cola Bottling Company, CCH Foop 


Druc Cosmetic Law Reports § 22,334, 74 S. E. (2d) 409 (W. Va.). 


Miscellaneous Cases 

Injury from wire embedded in bar of soap—Kruper v. Procter & 
Gamble Company, CCH Foop Druc Cosmetic LAw Reports § 22,311, 
113 N. E. (2d) 605 (Ohio), reversed, CCH Foop Druc Cosmetic Law 
Reports { 22,344, 117 N. E. (2d) 7. 

Suit against television station for injury resulting from use of hair 
product.—McGriff v. Antell, Inc., CCH Foop Druc Cosmetic Law 
Reports § 22,314, decided May 4, 1953 (Utah). 

Injury from home permanent.—Bish v. Employers’ Liability Assur 
ance Corporation, CCH Foop Druc Cosmetic Law Reports § 22,315, 
decided April 3, 1953 (CA-5). 

Injury from detergents—Frier v. Procter & Gamble Distributing 
Company, CCH Foop Druc Cosmetic Law Reports {[ 22,321, decided 
January 24, 1953 (Kan.); Reed v. Swift & Company, CCH Foop Druc 
Cosmetic Law Reports § 22,322, 14 F. R. D. 145 (DC Mo.); Worley 
v. Procter & Gamble Company, 253 S. W. (2d) 532 (Mo.). 

Death of turkeys caused by moldy feed—Burns v. Ralston Purina 
Company, CCH Foon Druc Cosmetic Law Reports § 22,324, decided 
March 14, 1953 (Ga.). 

Death of pullets from medicine mixed with feed —American Cyana- 
mid Company v. Fields, CCH Foop Druc Cosmetic Law Reports 
{| 22,327, decided May 11, 1953 (CA-4). 

Injury from hair dye.—Schilling v. Roux Distributing Company, Inc., 
CCH Foop Druc Cosmetic Law Reports {| 22,335, decided July 24, 
1953 ( Minn.). 


Recommendations 
(1) During the past year, I have received reports, verbal and 
written, from lawyers in various parts of the country that our publica- 
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tion, Foop DruGc Cosmetic LAw JouRNAL is becoming more valuable 
and essential to lawyers each year. 

During 1953, the three articles above referred to, relating to prod- 
uct-liability law, were, in my judgment, alone well worth the annual 
subscription price of Fooop Drug Cosmetic Law JourNAL. It is most 
important that all lawyers do whatever they can to insure the contin- 
ued publication of this important JOURNAL by increasing the number of 
annual subscriptions. 


(2) The Food Law Institute program needs increased and con- 
tinued financial support by our principals. The better it becomes the 
greater will be the direct benefits to the great body of food, drug and 
cosmetic laws and to their administration at the federal, state and 
local levels. 

(3) During the past year, my company was able to deal success- 
fully with several prodnuct-liability claims because it was revealed 
through the Claims Index Bureau that the claimants concerned were 
“repeaters.” 1 again urge all lawyers *o cooperate with Mr. Dunn’s 
Claims Index, maintained in his office by Mr. Frank Dierson, by 
increasing the information supplied for the files of this index. 

(4) I make no apology for again urging all lawyers to continue 
our cooperation with and support of the United States Food and Drug 
Administration and of the state and local food and drug enforcement 
agencies. 

During the past year there has been, in my opinion, considerable 
unjustified, unfair and, at times, destructive and, bitter criticism 
entirely unwarranted—of the Food and Drug Administration. This 
criticism has been directed at individuals and at administrative policies 
of the Administration, both in the administrative and in the legal areas. 
This group of conscientious, competent, fair and loyal public officials are 
carrying out or trying to carry out their difficult and, at times, unpleas 
ant duties with great distinction and without the political bias or favor 
so frequently found among other governmental agencies. 

I look upon the United States Food and Drug Administration as 
the FBI of our industries—a law-enforcement arm of the federal gov- 


ernment—a fact we sometimes overlook. Let us do everything pos 
sible to keep this important federal agency where it belongs, out of 
and above the political arena. Let us keep it a nonpolitical career 
agency which will continue to attract high-grade, competent, con 


scientious, fair-minded and loyal people. 





THE NATURE OF 


The American Medical Association Fight 


Against Quackery in Medicine 


By OLIVER FIELD 


How AMA's Bureau of Investigation Combats Pseudomedical Prac- 
tice Was Outlined in an Address Before the New York State Bar 
Association Section on Food, Drug and Cosmetic Law January 27 


N DISCUSSING A TOPIC of this kind, it is hoped that there is 

an appreciation on the part of the reader that the subject of medi- 
cal quackery is indeed a broad one, and that it is extremely difficult to 
go beyond generalizations unless it is the intention that a book or a 
series of volumes be written on the theme. Inasmuch as this discus- 
sion is prepared primarily for the information of interested members 
of the legal profession, it is felt that the generalization should at least 
have some legal implication. The practice of medicine—and, indeed, 
the quackery that operates on its fringes—is subject to the law of the 
land. The quack, however, may have unjustified benefit of legal sanc 
tion in his practice, in view of the jealousy of the law for the right of a 
man to make his living and of the apparent skill with which the quack 
plies his trade. Protecting the public from his peculiar brand of pseudo- 
medicine sometimes becomes a Herculean task. 

In a discussion of the subject of quackery, particularly before a 
group of lawyers, it might be well to observe that a Texas court, in the 
case of Brinkley v. Fishbein, 110 F. (2d) 62, adopted the Century Dic 
tionary definition of a charlatan as “one who pretends to more know! 
edge or skill than he possesses, especially in medicine ; a quack.” A quack 
is defined as “an ignorant or fraudulent pretender to medical skill,’ 
and an element of quackery is “to advertise or urge, as a quack does 
his remedies.” 
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This was an action at libel, brought in 1939 upon an article entitled 
“Mocern Medical Charlatans,” publishec. in an American Medical 
Association magazine, Hygeia (now known as Today's Health). The 
defendant, among other things, had accused the plaintiff, John R. 
Brinkley, of being the apotheosis of quackery and of having made as 
much as $55,000 a week “from his various quackeries.”” In this case the 
successful defendant pleaded the truth of the statements of fact in the 
article, and that matters of opinion contained therein were based on 
facts and were his reasonable and honest opinions and so were privi 
leged within the meaning of the Texas statute which declares that rea 
sonable and fair comment or criticism of matters of public concern, 


published for general information, shall not be made the basis of an 


action for libel. 


In rather pointed contrast, however, is an observation on the part 
af another federal district Judge in Texas in 1949. In the case of 
Hoxsey v. Fishbein et al., 83 F. Supp. 282, the finding of the court was 
in part: 

That there was no malice in the case, and that the publication arose from a 
mistaken sense of public duty. That there is no consitutional right nor statutory 
right for an individual or a publication to assume the position of censor over 
another’s conduct. If there are two places for treatment of a trouble, the in- 
dividual has a right to make his choice. The question of practicing without a 
license is in the hands of public officials, The matter of malpractice or negligence 
is in the hands of the individual who has suffered, and he has a civil remedy for 
damages. 

In 1950 the same court, in an action brought by the government 
under the injunction provisions of the Federal Food, Drug, and Cos- 
metic Act, denied the government’s prayer. In his findings of fact 


the judge stated: 
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3. That the respondents’ treatment is not injurious. Some it cures, and some 
it does not cure, and some it relieves somewhat. The respondents do not 
guarantee to cure. 


4. That the statements contained in said labels so pleaded, are neither false 
nor misleading. That if in doubt as to the effectuality of the treatment, they 
take the patient on trial, and frequently without charge to the patient. 


5. That the percentage of efficient and beneficial treatments by respondents 
is reasonably comparable to the efficiency and success of surgery and radium, 
and without the physical suffering and dire consequences of radium, if improperly 
administered, and surgery, if not successful in completely removing the entire 
malignant portion. [94 F. Supp. 464.] 

The principal liquid medicine which was the subject of the action 
and which the government sought to be removed from the channels 
of interstate commerce when misbranded, was'a mixture of prickly 
ash, buckthorn, cascara, potassium iodide, alfalfa, red clover and sugar 
syrup, in about 90 per cent tap water. Curiously enough. unchallenged 
expert medical testimony was offered to prove that not only was this 
mixture useless, but potassium iodide tended to accelerate maligngnt 


growth. 


Bureau of Investigation Comment 


The bureau of investigation commented on these cases, for the 
information of the medical profession, in the Journal of the American 
Medical Association for January 27, 1951. The government appealed 


successfully to the circuit court of appeals at New Orleans, which 


ordered the district judge to issue an injunction restraining the ship 
ment of an alleged internal cancer remedy that was misbranded within 
the meaning of the act (198 F. (2d) 273). Commenting on the deci 
sion of the appellate court, the bureau observed : 

Unfortunately, the injunction will not protect those who go to Mr. Hoxsey, 
whether they are suffering from cancer or only think they have cancer. Stat: 
authorities in Texas should study this decision. They should consider seriously 
taking appropriate action to protect the citizens of that state and others who may 
go to Mr. Hoxsey’s “clinic” in a vain search for a cure for cance 

So far, the attention of the bureau has not been called to any acti\ 
ity on the part of Texas enforcement officials. On the contrary, Mr 
Hoxsey continues to advertise his treatment, and continues to urge 
that he be investigated. A popular magazine published in New York 
devoted a feature article in its August, 1953 issue to Mr. Hoxsey, using 
a familiar method of approach so far as Hoxsey is concerned: that it 


is the duty of organized medicine to investigate his method, to deter 
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mine once and for all whether or not he is curing cancer or actually 
is a quack. 

This series of actions is mentioned here in an effort to show that 
the fight against quackery is indeed a serious one. 


Martin Gardner observes in Jn the Name of Science (Putnam, 
1952) that in no other field have pseudoscientists flourished as promi- 
nently as in the field of medicine, and that there are two great secrets 
of the quack’s success. One is the fact that many human ills, includ 
ing some of the severest, will run their course and vanish without 
treatment of any sort. The other is the fact that many ills are wholly 
or in part psychosomatic. If a patient with such complaints has faith 


in a doctor, regardless of how bizarre the doctor’s methods may be, he 
often will be miraculously cured. And, of course, the larger the fol- 
lowing the doctor has, the more the patient's faith is augmented. Con 
tinuing, he observes: 

Regardless of what her more enlightened friends, or even the family doctor, 
may tell her, Mrs. Smith has one simple and irrefutable answer—it works 

And work it does. Every time the federal government drags a quack into 
court, he has no trouble at all finding scores of people willing to testify about 
miraculous cures. 

The likelihood is that Mr. Gardner did not have in mind the wit 
nesses used in the trials of the cases above mentioned, but he is par- 
ticularly accurate in that the witnesses who appeared on behalf of Mr 
Hoxsey were permitted to testify, over objections, that they had had 
cancer and that they had been to Hoxsey and were then well. 


Mr. Gardner observes, also, that the quack and his fellow pseudo- 
scientists have an outstanding common denominator. He states: 

\ second characteristic of the pseudco-sc‘entist which greatly strengthens 
his isolation, is a tendency toward paranoia. This is a mental condition (to quote 
a recent textbook) “marked by chronic, systematized, gradually developing 
delusions, without hallucinations, and with little tendency toward deterioration, 
remission or recovery.” 

It can be readily appreciated, therefore, why quacks will protest 
so loudly about their alleged martyrdom and that their treatments 
are so unfairly rejected, and why legitimate scientific medicine fears 
their competition. 

Organized medicine has long recognized the need for knowledge 
on the part of the public generally of the principal attributes and 
activities of charlatans. It has, as a matter of policy, in its organiza- 
tion and through its publications, exposed the essential nature of the 
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principal medical quacks for a good many years. In fact, one of the 
first resolutions introduced at the first meeting of the American Medi 
cal Association in 1847 had to do with the need for the exposure of 


certain fraudulent practitioners. 


The bureau of investigation is not a police agency. It does not 
even have at its disposal the means whereby it can urge a local medi 
cal society to reject or suspend the membership of physician within 
its ranks who has abandoned scientific medicine although, in most 
cases, after the responsible officers of such societies have been shown 
the data in the bureau's files on the activities of one of their members, 
the response has been quite gratifying. Unfortunately, perhaps, such 


defection in membership has nothing to do with the legal right of a 


practitioner to continue as a licensed medical practitioner. Over the 


long campaign, however, which began in approximately 1906, the 
effort has been to acquaint the public generally with the facts in‘a field 
in which they are generally poorly equipped in the matter of knowl 
edge. This approach was epitomized by the first director of the bureau 
in its publication “Nostrums and Quackery and Pseudo-Medicine” 
(Volume 3, 1936). Therein he stated: 

Voltaire’s dictum, that the charlatan was born when the first knave met the 
first fool, was but a half-truth. Quackery is rampant in many fields. As 
Voltaire had the medical field in mind when he visioned his epigram, he must 
stand corrected, for it is not the juxtaposition of knavery and foolishness that 
gives birth to the quack, but that of the knavery and the ignorance. Credulity is 
bred less by a lack of brains than by a dearth of knowledge. We are all 


credulous when we wander in fields that are strange to us. Knowledge, rather 
than intelligence, is the best antidote for credulity. The quack who knows how 


to word his appeal can gull the intelligentsia as easily as he can fool the illiterat¢ 
Talleyrand boiled down the philosophy of the quack in the statement: “To suc- 
ceed in this world it is much more necessary to possess the penetration to dis 
cover who is the ignoramus than to discover who is the wise man.” 


Establishment of Propaganda Department 


A separate bureau in the organizational setup of the American 
Medical Association was established in about 1906. It was named the 
propoganda department. The need for the dissemination of accurate 
information on the frauds, abuses and the dangerous qualities of many 
of the nostrums and treatments being promoted to the public in the 
name of the healing arts was recognized. Collier's magazine had already 
begun the publication of its expository series on the evil that existed. 
These articles on nostrums and quackery, by Samuel Hopkins Adams, 
were later bound into a single volume called The Great American Fraud 
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Reports from the Journal of the American Medical Association were 
assembled into bound volumes entitled Nostrums and Quackery. These 
were published in 1912, 1921 and 1936. Pamphlets on various sub- 
divisions of quackery were compiled. Much of the material in these 
volumes and pamphlets consisted ‘of reports of the activities of the 
Food and Drug Administration in the enforcement of the old law. 
They also contained reports of the transactions of the Federal Trade 
Commission as they applied to drug products or the commercial pro 
motions of bizarre theories or practices in the treatment of disease. 
Included, also, were abstracts of fraud orders issued against those who 
used the mails in a fraudulent manner in the same general field. But 
the most important, perhaps, were those reports on the fakery, com 
mercialism and fraud of a large number of persons. 


Information—lts Collection and Dissemination 


The reports of such agencies as the Food and Drug Administra 
tion, the Federal Trade Commission and the Post Office Department. 
as well as reports coming from state medical licensing boards, state 
medical societies, and even newspaper accounts of the activities of the 
quacks, constitute a most important part of the files. Information 
gained from original investigations, from irate doctors of medicine 
who have seen the results of the handiwork of those who allege to be 
in the “healing arts,” and from patients makes up another sizable fund 
of. information. Data thus accumulated has been used to acquaint the 
public with the facts in various ways. For instance, the bureau, in 
addition to the publishing of reports in association periodicals, has 
cooperated actively with metropolitan newspapers, national magazines, 
and the radio and television people in the investigation and publica 
tion of exposés on medical frauds, cultists, faddists and nostrum ven 


dors. Civic groups, schools, church organizations and, more recently, 


farm groups within the extension programs have heard the message otf 
the bureau on the subjects with which it deals. 

The constant accumulation of odd bits of information sometimes 
has satisfying results. A case in point is found in the file that was 
accumulated on the subject of “Hadacol.’’ Ordinarily, anonymous 
letters are relegated to the wastebasket, but in a particular instance 
an anonymous letter was received which identified a man as having 
posed as a doctor of medicine, although his sole experience in the field 
was that of a male nurse. Apparently he had learned what he knew 
in that field by working in his mother’s rest home. Mentioned were 
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prosecutions in California for the unauthorized practice of medicine. 
Reference to the California reports on the subject verified the informa 
tion given by the anonymous informant. Imagine our surprise when 
doctors of medicine began sending in letters they had received from 
the Hadacol firm which urged them to prescribe the stuff for their 
patients, and which bore the signature of the California man. He was 
Hadacol’s medical director! This was the basis of a detailed report 
on Hadacol that was published in our /durnal, 

Here is another example of the work of the bureau, and of the 
difficulty which is involved in bringing to light the essential fraudu 
lence of some of the persons who have the benefit of medical licensure 
and alleged medical graduation. 

At the present time there is pending in Arkansas an official effort 
to determine the license status of one Jacob S. Schirmer, M.D. The 
term “M.D.” is used advisedly, inasmuch as there is no acceptable 
evidence that this gentleman attended any of the four defunct medi 
cal schools from which he holds diplomas. The last of his alleged 
diplomas was issued to him in 1920. In 1921 he obtained a license to 
practice in Connecticut. In 1922 he was granted a reciprocal license in 
the State of Arkansas, and there he established himself. In 1924, how 
ever, a grand jury in Connecticut, after a thorough investigation, 
named him as one of those who had obtained his Connecticut license 
by fraud and deceit. 

Schirmer departed from the State of Arkansas, and returned to his 
former scene of operations in Georgia. For the most part, he followed 
his trade as a motion-picture operator, but he also practiced medicine 


without the benefit of a license. After an indictment was returned 


against him in Georgia, he left there and abandoned the practice of 
medicine—temporarily, at least—until about 1934. He returned to 
Arkansas around 1934 and quietly carried on his practice until about 1950. 

He had, in the meantime, appreciated the commercial possibilities 
of the “Koch treatment,” which has had a considerable amount of 
attention from the Food and Drug Administration. In 1950 Schirmer 
attended a meeting with others who are devoted to the commercial 
possibilities of the Koch nostrum—which, incidentally, is labeled to 
be one part active ingredient to a trillion parts of water, and has 
recently been declared by the Federal Trade Commission to have no 
therapeutic merit whatever (206 F. (2d) 311). 

It was because Schirmer exhibited a strange inability to pro- 
nounce certain medical terms correctly that the director of the bureau 
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began a search through its files and those of the biographic records 
department of the American Medical Association to determine just 
what his status was. The results of such investigations were brought 
to the attention of the Attorney General of Arkansas. A quo war- 
ranto proceeding against Schirmer in the fall of 1953 was dismissed 


by the state supreme court on the grounds that the eclectic medical 
board had sole jurisdiction. (There are three separate medical licens- 
ing boards in Arkansas.) One of the members c! the board itself is 
in the same licensure status as is Schirmer. Four of the others were 
recipients of diplomas from the same institution, at about the same time. 


Certain apologists have organized to defend Schirmer, and have 
indicated an intention to make this issue a cause célébre. While the 
ultimate decision will have no legal significance, perhaps it may well 
serve as a warning to the American people generally that there does 
exist in this country today an organized clever and insidious business 
that has as its essential purpose the victimization of the chronically 
and terminally ill. 


The unfortunate part of it, so far as cancer is concerned, is 
that scientific medicine has not devised as yet a single agent or a peni- 
cillin for the cure of cancer. One needs to go back only a few years, 
when the promotion of diabetes nostrums was a big business. After 
insulin was discovered, the great majority of these diuretics disap- 
peared from the scene. 


Effect of Bureau Activities 


While the fight against quackery continues, and at times seems 
to be a frustrating one, nonetheless the activities of the bureau over 
the years have had, in no small way, a pronounced effect. Today the 
quack has to be considerably more clever and circumspect than in the 
years gone by. 

Since 1909 the association has been made defendant in 45 lawsuits 
based on alleged libel, and most of these were as a result of the activi 
ties of the bureau of investigation. In but one of these cases was there 
a recovery. In the Wine of Cardui case, tried in 1916, the jury returned 
a verdict of one cent damages for the plaintiff. This was not on the 
merits of the particular medication itself—an alcoholic nostrum for 
women—but because it had been pointed out that the principal part- 
ner of the plaintiff firm, although a well-known churchman and devoted 
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to temperance, nonetheless sold a product containing 20 per cent 
alcohol, on, the representation that it was not intoxicating and had 


specific remedial value. 


Value of Bureau's Function 


When it is remembered that a good deal of the information fur- 
nished by the bureau of investigation to inquirers and in the published 
reports is derogatory in nature, it points up the value of the bureau 
as an independent source of reliable medical information which does 
not, hesitate to label quackery and fraud for what it is. 

New but unscientific ideas and clever approaches to the problems 
of disease continue to appear. As they do, the bureau of investigation 


will strive to gather the facts concerning them, for the benefit of the 
public as well as the medical profession. [The End] 


¢ “ORGONE ENERGY" ACCUMULATORS * 


“Orgone energy” devices misbranded with curative claims were 
barred from interstate commerce by a permanent injunction order is- 
sued March 19 in the federal district court at Portland, Maine, by Judge 
John D. Clifford. Two individuals and an alleged nonprofitmaking 
corporation—all of Rangeley, Maine—were enjoined from distributing 
the devices. The decree was issued in default of contest by the defendants 


The Food and Drug Administration, United States Department of 
Health, Education, and Welfare, initiated the injunction suit. The 
defendants did not contest the injunction, according to FDA, because 
it is the contention of one of the defendants that neither the federal 
court nor FDA has jurisdiction over his activities. In February of this 
year he published a “response” regarding this action, in which he stated 
that “inquiry in the realm of Basic Natural Law is outside the judicial 
domain” and “I shall not appear in court as the ‘defendant’ against a 
plaintiff who by his mere complaint already has shown his ignorance in 
matters of natural science.” 


This defendant claims discovery of so-called “orgone energy,” 
which he declares in his voluminous literature will prevent and cure 
a variety of serious diseases, including cancer. After entering the 
United States in 1939 he invented an “orgone energy accumulator,” and 
produced it in several models. The most widely distributed model is 
a cabinet a little smaller than a telephene booth, constructed of alternate 
layers of wood, metal, glass and steel wool, with no electrical or other 
energy connections. The box is supposed to accumulate the “orgone 
energy” from the atmosphere. The patient sits in the box, and the 
allegedly stored-up energy is supposed to enter his body and cure his 
ailments. 





By DAVID RASCH 


Amendment of Export Law in the Federal 


Cosmetic Act from the Standpoint 





N RECENT YEARS, several bills have been introduced in Con 

gress to amend Section 801(d) of the Federal Food, Drug, and 
Cosmetic Act so as to extend the application of the misbranding and 
adulteration provisions of the Act to exports. In the last session of 
Congress, two such bills were introduced in the House of Representa 
tives, one by Mr. Van Zandt and the other by Mr. Wolverton. Both 
bills were referred to the Committee on Interstate and Foreign Com 
merce, but were not acted upon. Since it is possible that a similar 
bill may be introduced in the present session, it is appropriate to con- 
sider some aspects of this proposed legislation. 


At the outset, I would like to make clear that the company with 
which I am associated has an extensive foreign trade, but most of that 
foreign trade represents goods manufactured locally in various countries. 
Only a minor percentage thereof represents finished, packaged goods 
manufactured in and exported from the United States. 


Section 801(d) of the Federal Food, Drug, and Cosmetic Act 
provides that a food, drug, device or cosmetic intended for export 
shall not be deemed to be adulterated or misbranded under the Act if 
it (1) accords to the specifications of the foreign purchaser, (2) is not 
in conflict with the laws of the country to which it is intended for 
export and (3) is labeled on the outside of the shipping package to 
show that it is intended for export. 


Under the Van Zandt and Wolverton bills, exported foods, drugs, 
devices and cosmetics would be made subject to the adulteration and 
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The Author, a Member of the New York Bar, Discusses the Van Zandt 
and Wolverton Bills to Extend Application of the Act's Misbranding 
and Adulteration Provisions to Exports. He Delivered This Paper 
Before the January 27 Meeting of the New York State Bar Association 


misbranding provisions 6f the Act unless such adulteration and mis- 
branding exists: 

(A) by reason of the fact that such article is not labeled in the English 
language, if it is labeled in the language of the country to which such article is 
intended for export, or (B) by reason of compliance with a requirement estab- 
lished by or pursuant to the law of such country, or (C) by reason of noncompli- 
ance with a standard established or recognized by or under section 401, 501(b), 
506, or 507, if a different but corresponding standard, with which such article com- 
plies, has been established or is recognized by or under the law of such country 
or is prescribed by a pharmacopoeia in general use in such country. 


Basic Concept of Food and Drug Legislation 

The Federal Food, Drug, and Cosmetic Act rests upon the consti- 
tutional power resident in Congress to regulate interstate commerce. 
To the end that the public health and safety might be advanced, it 
secks to keep interstate channels free from deleterious, adulterated 
and misbranded articles of the specified types (U. S. v. Walsh, 331 
U. S. 432, 434). Thus, while the power to regulate interstate com- 
merce in food and drugs is found in the commerce clause of the Con- 
stitution (Article 1, Section 8, Clause 3), such regulation by Congress 
is in effect an exercise of the police power to protect the safety, health 
and welfare of the Nation (Carolene Products Company v. Evaporated 
Milk Association, 93 F, (2d) 202). 
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Territorial Application of Police Power 

The power of sovereignty is the power of a state to govern men 
and things within the limits of its dominion (Nebbia v. New York, 
291 U. S. 502, 524). Since the police power is an inherent attribute of 
sovereignty, it similarly extends to those matters which concern the 
regulation and control of the internal affairs of the state (16 Corpus 
Juris Secundum 542) and which are found to be injurious practices in 
its internal commercial and business affairs (Lincoln Federal Labor 
Union v. Northwestern Iron & Metal Company, 335 U. S. 525, 536). 
Any exercise of its police power by a state should, therefore, by the 
very nature of the power be based on the needs of the citizens of 
that state. Governments obviously function for the benefit of their 
own citizens and not for the benefit of foreigners residing in other 
countries. If the safety and health of a foreign people require protec- 
tion, they have their own governments which are charged wit! t>e 
responsibility of affording them such protection. At the very outset, 
therefore, and before any consideration of specific observations respect- 
ing the Van Zandt and Wolverton bills, it’seems difficult to justify 
these bills as a police regulation when the public health they seek to 
protect is not the health of the people of the United States but of 
foreign peoples over whom this government has no jurisdiction and 
whose health is, as it should be, a matter of their own govern- 


ments’ concern. 


Proper Basis for Exercise of Police Power 


There has been a growing appreciation of the necessity of finding 


ground for a rational compromise between individual rights and pub- 
lic welfare (Home Building & Loan Association v. Blaisdell, 290 U. S. 
398, 442). Before there is any exercise of police power, consideration 
should be given as to whether there is a proper basis for such regula- 
tion in the particular case. First, there should exist a public necessity 
requiring its exercise (People’s Petroleum Producers v. Sterling, 60 
F. (2d) 1041). “Legislatures may not, under the guise of the police 
power, impose restrictions that are unnecessary and unreasonable 
upon the use of private property or the pursuit of useful activities.” 
(See Seattle Trust Company v. Roberge, 278 U. S. 116, 121.) Second, 
the end should be appropriate and legitimate (Lochner v. New York, 
198 U. S. 45, 57). Third, the statute should be designed and should 
“reasonably tend to correct some evil and promote some interest of 
the state.” (See Harlow v. Ryland, 78 F. Supp. 488, 493, affirmed, 172 
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F. (2d) 784; People v. Wood, 151 Misc. [N. Y.] 66.) It should have 
some fair tendency to accomplish or aid in the accomplishment of 
some purpose for which the legislature may use the police power 
(Welch v. Swasey, 214 U.S. 91, 105). 


Reasons Advanced in Support of Proposed Legislation 
The presumed basis for the proposed legislation is found in the 
report submitted by the Committee on Interstate and Foreign Com- 
merce in connection with the original Van Zandt bill, introduced 
January 3, 1949. The report gives the following reasons for the bill: 


First, there are complaints of American citizens, residing or traveling abroad, 
that the protection extended to them in the United States with respect to adulter- 
ated and misbranded foods, drugs, devices and cosmetics does not reach beyond 
the borders of this country, and when buying American products in foreign 
countries they are running the risk of receiving adulterated and falsely labeled 
products. Secondly, our good-neighbor policy and our position of world leader- 
ship in the world make it incumbent upon us not to use foreign nations as a 
dumping ground for inferior merchandise. Thirdly, apart from the question of 
international morality, it is in the best interest of developing good export markets 
for our domestic products that dangerous, adulterated, or falsely labeled goods 
be excluded from exportation just as they are banned from our domestic market. 
Fourthly, those who seek to discredit our efforts at promoting international 
good will and peace can properly charge us with insincerity, at least in this specific 
instance, if our laws permit the exportation of adulterated and misbranded foods, 
drugs, devices and cosmetics from which we seek to protect our own citizens 


These reasons do not appear to afford a sufficient or proper basis 


for the legislation. 


Drug Laws in Foreign Countries 
While we are zealous in protecting the health of the American 
public through effective drug laws, our government has no monopoly 


over this activity. Foreign governments are also active in safeguard- 
ing the health of their people through drug laws and regulations. 

All of the Latin-American countries require board-of-health reg- 
istrations for drug products, whether imported or manufactured lo- 
cally. Specifically, such requirement—which is by no means a routine 
matter—exists in Argentina, Bolivia, Brazil, Chile, Colombia, Costa 
Rica, Ecuador, El Salvador, Guatemala, Honduras, Mexico, Nicaragua, 
Panama, Paraguay, Peru, Uruguay and Venezuela. Board-of-health 
registrations are also required in Cuba, the Dominican Republic and 
the Philippine Islands. In order to obtain such registrations, most of 
the local boards of health require the submission of information with 
respect to many of the following matters: (1) description of the 
product; (2) quantitative and qualitative formula; (3) structural for- 
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mula; (4) pharmacological action of the product; (5) pharmacological 
action of the ingredients; (6) indications; (7) dosage for children 
and adults; (8) mode of administration; (9) manufacturing process ; 
(10) assay and titration; (11) name and address of the manufacturing 
laboratory; (12) form of the product (liquid, powder, tablets, etc.) ; 
(13) laboratory. affidavit ; (14) certificate of free sale in the country of 
origin ; and (15) professional literature. 

In addition, samples of the products for testing purposes, as well 
as the labels therefor, must be submitted. In most instances, the 
labels are required to contain many of the following items: (1) proper 
pharmaceutical dosage form; (2) name of the producing establishment 
and its location; (3) formula; (4) indications; (5) dosage and direc- 
tions for use; (6) contraindications; (7) name of the responsible 
pharmacist; (8) name and address of the importer; (9) potency date 
for biologicals and other products with an expiration date; (10) capa 
city of the container and the volume of liquids or the net weight per 
unit of solids; (11) quantity of the product; (12) statement as to sale 
with or without a physician’s prescription; and (13) registration 
number and legend. 

Board-of-health licenses or registrations are also required in many 
other countries, including France, Italy, Greece, Sweden, Norway, 
Denmark, Switzerland, Spain, Portugal and Turkey. The adoption of 


registration requirements is now under consideration in Egypt and 
g 5- 


the Near East countries. In countries where board-of-health regis 
tration is not required, there are stringent drug laws in effect as, for 
example, in England, Canada, Australia, the Union of South Africa, 
India and Jamaica. While this discussion is not intended to be a sum- 
mary of the drug laws throughout the world, it can be stated unequivo 
cally that there is no dearth of drug control in foreign countries. 
Certainly, there does not appear to be any real need for enacting 
legislation in this country for the purpose of protecting the health of 
foreign peoples who have their own laws and standards, and who can 
adopt supplemental remedial legislation if and when, in the opinion of 
the foreign governments at interest, the need for such further pro- 


tection arises. 


Effect on International Good Will 


It-cannot be suggested that we are promoting international good 
will by attempting to impose our standards of drug control on foreign 
nations which have adopted their own standards. Very few of us 
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would welcome our next-door neighbor coming into our home and 
prescribing for us the manner in which we should live our lives and 
conduct our business. His visit would be brief indeed. Intervention 
in the internal affairs of foreign countries seems hardly the way to 
gain their good will. The following translated portion of a letter which 
was written recently by the head of the Mexican Department of Con 
trol of Medicines, Registration Section, is an illustration of the ill will 
which may be created by the proposed legislation : 

the Secretariat of Health and Assistance under no circumstances permits 
the introduction or sale of local or imported medicinal products until they are 
duly registered and approved by this Office, for which they must satisfy the re- 
quirements of the Sanitary Code in force. 

For this reason not only is it unnecessary for the Sanitary authorities of 
foreign countries to decide regarding the quality or therapeutic value of the 
products which it is desired to introduce into our country, since this is under the 
control of the Administration of Control of Medicines, Office of the Secretariat 
of Health and Assistance of this Republic, but it is an illegal intrusion in the 
sanitary and administrative affairs of the country. 

It should be noted that the protection of our Federal Food, Drug, 
and Cosmetic Act is mow available to foreign purchasers, at their 
option. Section 801(d) of the present Act provides that a food, drug, 
device or cosmetic intended for export shall not be deemed to be 
adulterated or misbranded under the Act if it accords to the specifica 
tions of the foreign purchaser. Such a purchaser can, therefore, read 
ily obtain the benefits of our drug law by simply specifying that the 
imported merchandise shall comply with the Federal Food, Drug, and 
Cosmetic Act. To make our drug law available to foreign countries is 
an act of good will. However, to impose our law on foreign countries 
might well be construed as an unwarranted intrusion upon their 


sovereignty. 


Local Effectiveness 
Assuming a need for the proposed legislation in some foreign 
countries—because their governments either are incompetent or are 


indifferent to the welfare of their people—will the extension of our 


drug laws to our foreign commerce satisfy that need by eliminating 


misbranding and adulteration, according to our standards, in those 
countries? The answer is “No.” Certainly, it will prohibit misbrand- 
ing and adulteration of American-made goods. However, it will have 
no such effect on drugs made locally or imported from other foreign 


countries. 
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In other words, our good intentions would in any event fall far 
short of their noble objective. Effective drug control can only be 
accomplished by regulation in the country of consumption. To impose 
controls on exports from one country would obviously be ineffective 
unless the same controls were imposed on local manufacturers and 
on manufacturers exporting goods from other countries. If, then, this 
proposed legislation is to be regarded as an exercise of the police 
power, it surely cannot be justified on the basis of its expected accom- 
plishment. 


Effect on American Export Trade 


Can the proposed legislation be justified on another basis, namely, 
as being in the best interest of developing good export markets? The 
American drug industry is facing serious competition in export mar- 
kets from local manufacturers and from manufacturers in England, 
France, Germany, Italy, Switzerland, Sweden and in other countries. 
Any legislation which imposes a competitive handicap on American 
exports to which exports from other tountries are not subject should 
be approached with caution if we are, indeed, interested in promoting 
the foreign commerce of the United States. 


Under the Van Zandt and Wolverton bills, a drug will be mis- 
branded if it is not labeled in the English language unless it is labeled 
in the language of the country to which the article is exported. This 
would prevent the use of standard labels in Spanish, French or other 
languages for groups of countries where such languages are spoken 
if, in a particular country, another language is the official language. 
The use of special labels in such cases would substantially increase 
export costs. 

The label statements required by our drug law, in addition to the 
many statements required by the laws of various foreign countries, 
would make label preparation a serious problem, particularly in the 
case of small labels—a problem which drug manufacturers in other 
countries would not have to meet. 


The warning statements which are required in the labeling of cer- 
tain drugs under our drug law, but which do not appear in the label- 
ing of the same drugs manufactured in other countries, may well 
give the local user the impression that our drugs are more toxic and, 
therefore, less desirable. A similar impression may be obtained by a 
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local user from the statement required by Section 503(b): “Caution: 
Federal law prohibits dispensing without prescription,” when no other 
foreign or local drugs bear this statement. Certainly, this statement 
is inappropriate for use in foreign countries where our federal law 
has no application. 


The label statement of the common or usual name of the drug or 
of its active ingredients, which is required under our law, presents 
another problem, for there are different common names for the same 
drugs in various countries. The special packaging required by Section 
502(g) of the federal Act poses still another problem where such 
standards are not recognized or followed in a foreign country and 
where the same drugs which are manufactured locally or are imported 
from other countries are not subject to these requirements. 


Labeling is a local matter, and is governed by local laws, regula- 
tions and customs. It should not be dealt with on an extraterritorial 
basis. Any attempt on our part to do so, by imposing requirements 
on our exports which are not recognized or followed locally, would 
be a serious impediment to the development of our export trade and 
offers a more-than-welcome advantage to foreign competitors who 
would be completely free of such restrictions. 


Extraterritorial Enforceability of Proposed Bill 

Another important factor which should be considered in viewing 
the propriety of the proposed legislation is its enforceability. Section 
503(b) of the Federal Food, Drug, and Cosmetic Act provides that 
habit-forming and toxic drugs shall be dispensed only upon a physi- 
cian’s prescription, and that all such drugs shall bear the statement: 
“Caution: Federal law prohibits dispensing without prescription.” 
The section provides further that “the act of dispensing a drug con- 
trary to the provisions of this paragraph shall be deemed to be an act 
which results in the drug being misbranded while held for sale.” 

The Food and Drug Administration is very active in proceeding 
against druggists in this country for over-the-counter sales of prescrip- 
tion drugs. It is powerless, however, to proceed against druggists in 
foreign countries who violate Section 503(b) and sell prescription 
drugs over the counter. So far as its application to foreign druggists 
is concerned, Section 503(b) is unenforceable extraterritorially, and to 
compel American exporters to comply with the labeling requirements 
of the section thus serves no purpose. 
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Similarly, the adequate directions and warning provisions, as well 
as all of the other requirements of the Act which are intended for the 
protection of the consumer, are unenforceable with respect to exported 
drugs which are held for sale or are sold in a foreign country. In many 
countries, drug products are sold in general stores, and in single doses 
and broken packages rather than in the original package. The local 
vendor cannot be compelled to comply with the labeling provisions 
of our law in selling such single doses or broken packages. Nor can 
our drug law be enforced locally so as to prevent a local distributor 
from repackaging or relabeling American exports and causing them 
to be misbranded or even adulterated. Our laws cannot be made to 


follow the exported goods. 


Conclusions 

Unenforceable legislation is neither appropriate nor desirable, 
and serves no useful purpose. In the case of the proposed legislation, 
it could have far more harmful disadvantages than beneficial effects. 
It does not appear to be necessary for the protection of the health 
and welfare of foreign peoples who have their own applicable laws and 
regulations and who, if they so desire, can obtain the benefits of the 
existing provisions of the Federal Food, Drug, and Cosmetic Act sim- 


ply by specifying that exported drugs purchased by them shall con 
form to said Act. It might stimulate resentment on the part of foreign 
governments on the ground that the extension of our drug controls 


to goods sold in their countries is an unwarranted interference with 
their authority and jurisdiction. It cannot have substantial effect in 
promoting the health of foreign peoples, since locally made drugs and 
drugs imported from other countries would not be subject to such 
controls. It would require American exporters to conform to require- 
ments that are not recognized or followed in foreign countries and 
would place them at a competitive disadvantage in relation to locally 
made drugs and to drugs imported from other countries. It would set 
up requirements for exported drugs which would be unenforceable in 
the countries where such drugs are held for sale or are sold. In short, 
it is not legislation which is appropriate to the accomplishment of a 


legitimate end. [The End] 





The Proposed Imitation-Food Amendment 


to the Food, Drug, and Cosmetic Act— 
From the Standpoint of the Dairy Industry 


By HARRY POLIKOFF 


The Entire Food Industry Faces the Problem of Protecting Standardized 
Foods Against the Sale of ‘‘Imitations’’ Labeled as Such, Warns the Au- 
thor, Addressing the January 27 New York State Bar Association Meeting 


| NDER Section 403(c)' of the Federal Food, Drug, and Cosmetic 

/ Act a food is not misbranded if it is an imitation of another food 
(standardized or not) and appropriately labeled “imitation.” The pro 
posed imitation-food amendment, known as the O'Hara bill,? would 
permit the sale of imitation foods so labeled only if the food is “other 
than one for which a definition and standard of identity has been 
established,” or if the imitation conforms to a standard. 


Many elements of the dairy industry believe this bill has merit 
as a general matter. However, it is a bill of wide scope. It must be 
good for consumers of all foods, and for the food industry generally, 


or it should not be adopted. 


The oldest written records of man are in Sanskrit, dating back 
6,000 years. These reveal milk as an important food even then. The 


121 USC Sec. 343(c) used in this subsection (c), the term 

2H. R. 2739, introduced February 6, definition and standard of identity’ means 
1953, would revise Sec. 403(c) to read that any definition and standard of identity 
a food is misbranded “(1) If it is an established pursuant to authority of this 
imitation of a food, other than one for Act or by law, including the Act of March 
which a definition and standard of identity 4, 1923 (42 Stat. 1500, 21 USC, sec. 321a). 
has been established, unless its label bears, and the Act of March 2, 1944 (58 Stat. 108 
in type of uniform size and prominence, 21 USC, sec. 321c)."’ 
the word imitation’ and immediately Sec. 403(g) refers to foods for which 
thereafter, the name of the food imitated; standards are promulgated under Sec. 401 
or (2) If it is an imitation of a food for whereas certain standards for butter and 
which a definition and standard of identity nonfat dry milk solids are prescribed in 
has been established, unless it conforms to the Acts of 1923 and 1944 
a definition and standard of identity. As 
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cow was worshipped long before Christ, and is still deemed sacred by 
a substantial part of the world’s population. 

Milk, carried in dry form by the Mongols who swept over thir- 
teenth-century Europe and carried as cheese on Viking voyages, today 
provides a major part of the American diet; this country expends 


nearly 20 per cent of its food dollar on dairy products. Therefore, 
legislation to prevent fraud and deception in dairy foods affects every 


American home. 


A new national policy with respect to colored oleomargarine was 
established in 1950,* regulating its packaging and method of sale in 
an effort to minimize confusion with butter. We are more concerned 
at this time with problems facing other dairy foods. The removal of 
milk fat from milk or cream (whether or not evaporated or dried) and 
the substitution or addition of fats or oils other than milk fat were 
outlawed in interstate commerce many years ago by legislation termed 
the “Filled Milk Act.” * There is also a “Filled Cheese Act,” * dating 
back to the turn of the century. There is no such specific federal legis- 
lation covering the substitution or addition of foreign fats in other 
dairy products, such as ice cream. Nor does such specific federal leg- 
islation cover a food made with fats exclusively vegetable or beef, in 
simulation of a dairy food (that is, made without extracting milk fa 
or without adding such foreign fats to a whole milk product). Such 


*21 USC Sec. 347, effective July 1, 1950. product is lawfully sold intrastate at 
For New York, see 2B McKinney Con. L. present in four states—Illinois, Indiana, 
Sec. 61. See Land O’Lakes Creameries v. Missouri and Oklahoma. 

McNutt, 132 F. (2d) 653. 5 26 USC Sec. 2350. Standards have been 

421 USC Sec. 61; see Carolene Products promulgated for virtually all cheeses. 
Company v. U. 8., 323 U. S. 18. This 
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foods include frozen desserts similar to ice cream and whipped top- 
pings similar to whipped cream. 


To the best of my knowledge, at the present time 25 states spe- 
cifically prohibit the manufacture and sale of any food in semblance of 
ice cream, made wholly or in part with any fat other than milk fat.* 
In at least four states, recent enactments have specifically legalized 
vegetable oil frozen desserts;* in at least five others,* pertinent laws 
have been construed to permit them; in most of these states, the 
product is called “mellorine” instead of ice cream, and in some an 
effort is made to regulate the method of sale to prevent confusion 
with ice cream. Obviously, therefore, federal policy in this field is of 
growing importance to the consumers of America’s favorite dessert 


and dairy food. 


Effect of Imitation Jam Decision 


Under the Federal Food, Drug, and Cosmetic Act, even though 
no standards *® have thus far been issued for ice cream, it was ruled 
that a frozen product made in semblance of ice cream, but containing 


vegetable fats in complete or partial substitution for milk fat, would 
be deemed “adulterated.” '° However, one is compelled to believe that 
if labeled “imitation ice cream,” such frozen dessert made entirely 


of nonmilk fat would be deemed neither adulterated nor misbranded ™ 


under the /mitation Jam case.‘ 


The entire food industry is faced with the problem of how to 
protect standardized foods against the sale of “imitations” labeled as 
such, particularly under circumstances where the consumer is not in 
the position to see the label. The pace of modern living, the growth 
of industrial inplant feeding, and the emancipation of woman from 





®* These states include New York: see LAW REPORTS { 7272, 114 F. Supp. 430 
2B McKinney Con. L. Secs. 7l-a, Ti-g. (DC N. Y., June 10, 1953). The food con- 

* Alabama, Arkansas, Montana and Ore- demned resembled ice cream and was 
gon. packaged with the words “‘Rich's Chocolate 
* California, Illinois, Missouri, Oklahoma Chil-Zert'’ prominently printed on the 
and Texas. four sides of the container. Immediately 

°* Hearings have been concluded (FDC below, the words ‘“‘not an ice cream" 
Docket No. 34(a)) upon proposed stand- appeared, and on two sides of the carton 
ards for ice cream, frozen custard, sherbet, also appeared the words ‘‘contains no milk 
water ices and related foods. In at least or milk fat!’ The absence of the ‘‘imita- 
eight states, including New York, “‘ice tion’’ label was held fatal, applying the 
milk" is deemed unlawful as containing Imitation Jam case to a nonstandardized 
less than the minimum butterfat content food. 
permissible for ice cream. 262 Cases, etc. v. U. 8., CCH FOOD 

“Statement of interpretation (of Sec. DRUG COSMETIC LAW REPORTS { 7193, 
402), dated April 6, 1950. 340 U. S. 593 

1 See U. 8. v. 651 Cases . . . of Chocolate 
Chil-Zert, CCH FOOD DRUG COSMETIC 
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the home have made this an “eating out” nation.’* Even apart from 
meals, there are foods, such as ice cream, which are customarily 
served in eating places with consumers not seeing the container of 
origin and having “no opportunity to learn the quality of what they 
received.” ** 

The problem is seldom one of misrepresentation. It is generally 
one of silence, that is, reliance by the se''er upon the consumer regard- 
ing himself as being served with the food with which he expects to 
be served. But this can be every bit as sinister as active misrepre- 
sentation. This is particularly true with respect to ice cream, with its 
vast market among children—the least likely to comprehend technical 
differences in labeling or promotion materials. And can one imagine 
many people saying: “I want a good imitation ice cream soda”? 


“New Foods” 

Any effort to change the effect of the /mitation Jam case by amend- 
atory legislation designed to prevent the sale of “imitation” stand- 
ardized foods so labeled raises fears that this may mean the death 
of “new foods” or of new, better or cheaper ingredients for old foods. 
These are fears which really cannot be attributed to the /mitation Jam 
case. Insofar as they apply to standardized foods, such fears may be 
deemed created by Section 401, authorizing promulgation of stand 
ards.’® An illustration is the Quaker Oats case,"* which prevented the 
marketing of a richer farina because it deviated from the standards 
for both “farina” and “enriched farina.” This case tells such a proces- 
sor to get himself a standard for the product of his genius, when he 
intends to market it as a standardized food. The Jam case tells him 
that if he does not get a standard, he can label it “imitation.” The 
O’Hara bill tells him that he cannot market such products even labeled 
“imitation,” unless he obtains a standard. If standardized farina is 
entitled to protection from a richer farina, it would seem that stand- 
ardized jam is entitled to protection from a poorer jam. The Supreme 


Court thought otherwise, but only within the “imitation” labeling 


language of Section 403(c). Therefore, the O’Hara bill would change 
that language. 


Conceivably, a product deemed an imitation may be given a fed- 
eral standard under the O'Hara bill, which product may be deemed 


“Bureau of Census figures indicate ™ Cited at footnote 12, at p. 595 
about 400,000 commercial eating places in ™ See also Sec. 403(g) 
the United States, in which is spent over “ Federal Security Administrator  v. 
$1 billion monthly. Quaker Oats Company, 318 U. S. 218. 
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unlawful under some state laws. So as not to interfere with enforce- 
ment of such state laws prohibiting the imitation, it could be expressly 
provided in the bill that the sale of the regulated product (that is, the 
standardized imitation) is not intended to be authorized in such states 


by the bill.? 
Balance of Public Interests 
On the one hand, we have the interest of the public in the protec- 
tion of the quantity and nature of their food; on the other hand, we 
have the interest of the public in obtaining benefits from technological 
advances in the food field."* It is believed that the 


and scientific 


O’Hara bill permits these public interests to be balanced, no bess than 


the present law. It is not prohibition, but regulation. For example, the 
Food and Drug Administration has established the policy that new 
ingredients may be included in standardized foods if, upon application 


filed, a temporary permit is obtained.’*® By this means the usefulness 


or consumer acceptance of such new ingredient can be determined, 
without subjecting the processor to sanctions for deviation from 
applicable standards, during the test of his product in interstate mar 
kets and pending a revision of the standards. Such policy might also 
Of course, some 


) 


be applied to a substitute or different ingredient.” 
inventive processor may fear that he may not get a permit or may not 
get a revised standard to authorize his kind of farina or his kind of 
jam. This much is certain: In the protection of the public against 
the deterioration of standardized foods, at the same time protecting 
scientific genius and affording the public the benefits of new discov 
eries, somebody must draw a line between genius and fraud, between 
usefulness and uselessness, between genuine and imitation. Under 
the present law, that somebody is the Secretary of Health, Education, 
and Welfare.” 
shall not destroy such power of the Secretary. 


The O'Hara bill simply says that the “imitation” label 


[The End] 


"Statement of general policy dated 
October 5, 1949. 14 Federal Register 6171 

” Austern, Experimental Shipment of 
Food Not Complying with its Definition 
Standard of Identity’’ (paper pre- 
before the New York State Bar 
Section on Food, Drug and 


' This is suggested by Dean Milk Com- 
pany v. City of Madison, 340 U. S. 349 
See also 21 USC Sec. 347b It should be 
noted that ice cream, unlike butter, is 
generally marketed on a relatively local and 
basis (that i relative to the point of sented 
manufacture) Association 
January 


*® The Population Reference Bureau esti- 
mates that world population is growing at 
the rate of 25 million per year. and points 
to synthetics as one means of meeting the 
world food problem (New York Times, 
January 11, 1954. p. 27) 


Cosmetic Law, at New York City 
27, 1954) 

2121 USC Sec. 341 
Reorganization Plan No. 1, 
11, 1953 


giving effect to 1953 
effective April 








By HUGO MOCK 


Legal Differences 


Between Foods 








HE INCLUSION of cosmetics in the new Food, Drug, and Cos- 

metic Act of 1938 was a recognition of the growing importance 
of an industry which, while negligible in size when the Pure Food 
Act of 1906 was passed, has in the intervening period reached a gross 
of substantially a billion dollars a year. Though there can be no ques- 
tion that the American public has benefited by the surveillance of 
cosmetics under the watchful and beneficial supervision of the Food 
and Drug Administration, yet it might also be contended that the 
inclusion of cosmetics under the 1938 law tended to introduce rules 
and standards governing the composition of cosmetics which, while 
perfectly applicable to foods or drugs, are far too rigid for cosmetics. 
A reference to the individual definitions of foods, drugs and cosmetics 
will make this clear. 


The term “food” is defined as follows: 


The term “food” means (1) articles used for food or drink for man or other 
animals, (2) chewing gum, and (3) articles used for components of any such 
article. 


“Drug” is defined as follows: 


The term “drug” means (1) articles recognized in the official United States 
Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or 
official National Formulary, or any supplement to any of them; and (2) articles 
intended for use in the diagnosis, cure, mitigation, treatment, or prevention of 
disease in man or other animals; and (3) articles (other than food) intended to 
affect the structure or any function of the body of man or other animals; and (4) 
articles intended for use as a component of any articles specified in clause (1), (2), 
or (3); but does not include devices or their components, parts, or accessories. 


“Cosmetic” is defined as follows: 


The term “cosmetic” means (1) articles intended to be rubbed, poured, sprin- 
kled, or sprayed on, introduced into, or otherwise applied to the human body or 
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Drugs and Cosmetics 





It Seems Anomalous That the Laws Should Put Foods, Drugs 
and Cosmetics into the Same Category, According to the 
Author, Speaking Before the Annual New York State Bar 
Meeting. He Is a Partner in a New York City Law Firm 


any part thereof for cleansing, beautifying, promoting attractiveness, or altering 
the appearance, and (2) articles intended for use as a component of any such 
articles; except that such term shall not include soap. 

It will be seen by these definitions that cosmetics are a sort of 
stepchild in this law as the definition itself shows that they cover only 
commodities which are applied to the outside of the skin, such as lip- 
stick, powder and perfume. The definition rigidly excludes substances 
absorbable into the circulation because then—like the hormone prep- 
arations—even if used and advertised as cosmetics, they legally 


become and are labelled as drugs, in addition to being cosmetics. 


The differences in the function of food materials and cosmetic 
materials may be readily seen in the question of certified colors. 
Recently, the Food and Drug Administration has called for hearings 
to decertify Orange Nos. 1 and 2 and Red No. 32. These colors are 
used principally in sausages and on oranges. A similar action may 
be taken regarding Yellow Nos. 3 and 4. It is clear that whatever 
evidence may be provided in these hearings as to the suitability of 
these colors for use in foods, the continuance of their use in cosmetics 
may be altogether harmless. 


This is not merely an academic question, because Section 604 of 
the Food and Drug Act standing all by itself says: 
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The Secretary shall promulgate regulations providing for the listing of coal- 
tar colors which are harmless and suitable for use in cosmetics and for the cer- 
tification of batches of such colors, with or without harmless diluents. 


Government's Responsibility to Make Separate Listing 

Here is a clear line of distinction between colors suitable for food, 
drugs and cosmetics and colors suitable for cosmetics alone, and such 
distinction should be carefully observed in the present decertification 
proceedings. If no separate listing has been made of colors suitable 
for cosmetics alone, the responsibility is up to the government to make 
such a classification. 

Even a milligram of one of these colors will color several quarts 
of perfume. Besides, the substances in which these cosmetic colors 
are used are not ingested into the body, but are applied only superfi 
cially to the skin. 

Here it must be emphasized that the differences in action of 
ingredients for foods and ingredients, for cosmetics is not one of degree, 
but one of a totally different kind. 

More and more the delicacy of the operation of the human metab 
olism and digestion is becoming recognized by physicians and the 
laity. Even the process of sterilization which might be a blessing in 
any cosmetic might present a positive danger if the product sterilized 
was used as a food. A drop of formaldehyde might be a splendid 
preservat:ve for a cosmetic; the same drop applied to food would be 


a poison. 


Faulty Equation of Ingredients 


How can food or cosmetic ingredients possibly be equated with 
each other when, for instance, it is understood that snake venom intro 
duced into the circulation acts as a deadly poison, but when eaten is 
quite harmless. The results of the injection of certain ingredients in 
foods and drugs may be cumulative and determined only after years 
of clinical research, but this would not be the case with cosmetic 
ingredients. This is not a plea to let down the bars against well 
known poisons, like lead or arsenic, against which the industry has 
always been watchful, but against crippling any industry by certain aca 
demic regulations which, while perfectly reasonable as applied to 
foods, are certainly not applicable to cosmetics. 

Witness the substance coumarin which now, after 50 years, has 
been banned although used during all that time as a food ingredient. 
The testing of food ingredients is complicated by the individual idio 
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syncrasies of the person, his age, etc., but none of these elements is 
important in testing cosmetics, except in a few cases of specific aller- 


gies. 

I deem it unnecessary to discuss here whether the regulations 
should apply equally to drugs, as it will no doubt be dealt with by 
the representatives of the drug industry. It seems clear, however, that 
some of the arguments herein might apply equally to drug ingredients, 
depending on the amounts and continuance of use. 

Many of the new ingredients which cosmetic chemists are testing 
are antibactericidal in their action. Obviously, the testing of their use 
in cosmetics could not apply to foods or drugs. 


Agitation for New-Cosmetic Permits 
There has been agitation to require new-cosmetic permits for new 
additives to cosmetics. While the provision for new-drug permits 
has demonstrated their usefulness, it is thought that new-cosmetic 
permits for new ingredients in cosmetics are quite unnecessary. 
The provision of the law against adulterated cosmetics should not 
be forgotten. This reads: 


Sec. 601. A cosmetic shall be deemed to be adulterated— 

(a) If it bears or contains any poisonous or deleterious substance which may 
render it injurious to users under the conditions of use prescribed in the labeling 
thereof, or under such conditions of use as are customary or usual Provided, 
That this provision shall not apply to coal-tar hair dye, the label of which bears 
the following legend conspicuously displayed thereon: “Caution—This product 
contains ingredients which may cause skin irritation on certain individuals and a 
preliminary test according to accompanying directions should first be made. This 
product must not be used for dyeing the eyelashes or eyebrows; to do so may 
cause blindness,” and the labeling of which bears adequate directions for such 
preliminary testing. For the purposes of this paragraph and paragraph (e) the 
term “hair dye” shall not include eyelash dyes or eyebrow dyes 

(b) If it consists in whole or in part of any filthy, putrid, or decomposed 
substance 

(c) If it has been prepared, packed, or held under insanitary conditions 
whereby it may have become contaminated with filth, or whereby it may have 
been rendered injurious to health. 

(d) If its container is composed, in whole or in part, of any poisonous o1 
deleterious substance which may render the contents injurious to health 

(e) If it is not a hair dye and it bears or contains a coal-tar color other than 
one from a batch that has been certified in accordance with regulations as provided 
by section 604. 

It will be seen that we already have here an abundant provision 
to protect the public against injurious or poisonous cosmetics. The 
net result of requiring new-cosmetic permits where new ingredients 
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might be used would merely be to further imperil the position of the 
small cosmetic manufacturer who could not stand the expense and 
professional assistance needed for this operation. 


At all times there should be borne in mind the very precise and 
important distinction between foods and cosmetics. Any cosmetic 
chemist worth his salt should know whether any added cosmetic in- 
gredient represents a danger or not and, unlike the case with additives 
in foods, the distinction between dangerous and harmless ingredients 
in cosmetics should be an easy one to make. 

It should be remembered that special legislation has been enacted 
to cover meat products, insecticides, fertilizers and other products 
which have been excluded from the Federal Food, Drug, and Cos- 
metic Act. There have been advantages and disadvantages in annexing 
cosmetics to the food and drug legislation. Nevertheless, since the 
cosmetic industry has freely cooperated with the Food and Drug 
Administration, it should not be penalized by being in the company of 
foods and.drugs. 

When one contrasts the delicacy and the sensitiveness of the life 
processes in the human body with what might be called purely phys- 
ical or surface action of cosmetics on the outside or skin of the body, 
it seems anomalous that the laws should put foods, drugs and cos- 
metics all in the same category. [The End] 


© CHEMISTRY. IN CANCER CONTROL * 


“T believe that some of our greatest opportunities in cancer research 
are in the promising field of chemotherapy. An important development 
in this connection is the recent establishment of a Committee of Cancer 
Chemotherapy Investigators, whose integrated research programs are 
supported by grants from the National Cancer Institute. This group is 
undertaking a coordinated program designed to bring about earliet 
solutions to problems that seriously limit the chemotherapeutic manage- 
ment of cancer. It is believed that better methods can be devised for 
screening chemical compounds for cancer destroying ability, that prom- 
ising anti-cancer chemicals can be produced more rapidly and systemati- 
cally, and that the trial of such compounds in human beings can be 
accelerated when the safety and possible usefulness of the drugs have 
been established. 

: To some, progress may appear to be very slow indeed, but 
I can assure you that important advances are being made every year. We 
are building constantly on a foundation of new knowledge and we are 
applying it for the benefit of all.”"—Chester Scott Keefer, M. D., Special 
Assistant to the Secretary for Health and Medical Affairs, Department 
of .Health, Education, and Welfare, at the Opening of the American 
Cancer Society Crusade in Allegheny County, Pennsylvania, at Pitts- 
burgh, April 1, 1954. 
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